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A B S T R A C T
Background
Pelvic organ prolapse is common, with some degree of prolapse seen in up to 50% of parous women in a clinic setting although many
are asymptomatic. A number of symptoms may be associated with prolapse and treatments include surgery, mechanical devices and
conservative therapies. A variety of mechanical devices or pessaries are described which aim to alleviate the symptoms of prolapse and
avert or delay the need for surgery.
Objectives
To determine the effects of mechanical devices for pelvic organ prolapse.
Search methods
We searched the Cochrane Incontinence Group Specialised Trials Register (5 September 2005), MEDLINE (January 1966 to August
Week 5 2005), PREMEDLINE (15 September 2005), EMBASE (January 1996 to Week 43 2005), CINAHL (January 1982 to
February 2003), PEDro (October 2003), the UK National Research Register (Issue 3, 2003), Controlled Clinical Trials (April 2003)
and ZETOC (April 2003). We searched the reference lists of relevant articles.
Selection criteria
Randomised and quasi-randomised controlled trials which included a mechanical device for pelvic organ prolapse in one arm of the
study.
Data collection and analysis
No eligible, completed, published or unpublished randomised controlled studies were found, therefore no data collection or analysis
was possible.
Main results
There was a dearth of studies on the use of mechanical devices and no published reports of randomised trials were identified. One study
on pessary usage was excluded as it was not a randomised trial.
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Authors’ conclusions
Currently there is no evidence from randomised controlled trials upon which to base treatment of women with pelvic organ prolapse
through the use of mechanical devices/pessaries. There is no consensus on the use of different types of device, the indications, nor the
pattern of replacement and follow-up care. There is an urgent need for randomised studies to address the use of mechanical devices in
comparison with no treatment, surgery and conservative measures.
P L A I N L A N G U A G E S U M M A R Y
Mechanical devices (pessaries) for managing pelvic organ prolapse in women
Pelvic organs, such as the uterus, bladder or bowel, may protrude into the vagina because of weakness in the tissues that normally
support them. The symptoms that they cause vary, depending on the type of prolapse. Mechanical devices like plastic pessaries can be
used to try to restore the prolapsed organs to their normal position and hence to relieve symptoms. They are used when conservative
treatment, like physiotherapy and surgery, either have failed or are not suitable. The review found no randomised trials of mechanical
devices from which to gauge their effects.
B A C K G R O U N D
Pelvic organprolapse is commonand is seen inup to50%of parous
women in a clinic setting (Swift 2000). In the general population,
an estimated 30% of women will have signs of prolapse although
the majority are asymptomatic (Samuelsson 1999). MacLennan
found that only 8.8% of women in the general population are
symptomatic in telephone interviews (MacLennan 2000). Pelvic
organ prolapse includes anterior vaginal wall prolapse (cystocoele,
urethrocoele), posterior vaginal wall prolapse (enterocoele, recto-
coele, perineal deficiency) and uterine or vaginal vault prolapse. A
woman can present with prolapse of one ormore of these sites. The
International Continence Society has standardised the nomencla-
ture using the POP-Q evaluation (Bump 1996) but in this doc-
ument we have also used the descriptive terms above, as these are
compatible with searches of the literature.
The aetiology of pelvic organ prolapse is complex and multi-fac-
torial. Risk factors include pregnancy, childbirth, congenital or
acquired connective tissue abnormalities, denervation or weak-
ness of the pelvic floor, ageing, menopause and factors associated
with chronically raised intra-abdominal pressure (Bump 1998;
MacLennan 2000).
Womenwith prolapsemay have a variety of pelvic floor symptoms.
Symptoms, only some of which are directly related to the prolapse,
include pelvic heaviness, dragging sensation in the vagina, bulge/
lump or protrusion coming down from the vagina, and backache.
Symptoms of bladder, bowel or sexual dysfunction are frequently
present. These symptoms may be directly related to the prolapsed
organ, eg poor urinary stream when a cystocoele is present, or ob-
structed defecation when a rectocoele is present. They may also be
independent of the prolapse, eg symptoms of detrusor overactivity
when a cystocoele is present.
Treatment of prolapse depends on the severity of prolapse and
its symptoms, and the woman’s general health. Options available
for treatment are conservative, mechanical and surgical. Generally,
conservative or mechanical treatment is considered for women
with a mild degree of prolapse, for those who wish to have more
children, and the frail or those unwilling to undergo surgery. This
is a review of treatment with mechanical devices. Surgical and
conservative treatments are covered by other Cochrane reviews
(Maher 2003; Hagen 2004).
An extensive range of mechanical devices have been described for
the treatment of prolapse (Poma 2000). These consist mainly of
plastic pessaries (occasionally made with metal in addition to plas-
tic) which are shaped devices, inserted into and left in the vagina to
prevent pelvic organ prolapse. Pessaries need to be removed regu-
larly and the vaginal mucosa checked for erosions although the op-
timum frequency for this has not been established. Some patients
will be able to remove and replace the pessary themselves, which
may lengthen the intervals between gynaecological examinations.
The role of local oestrogens in preventing complications has not
been established. Mechanical devices are cheap and complications
are rare, but their efficacy in the management of prolapse is un-
known (Pott-Grinstein 2001).
The aims of mechanical treatment in the management of pelvic
organ prolapse include:
2Mechanical devices for pelvic organ prolapse in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.
• to prevent the prolapse becoming worse;
• to help decrease the frequency or severity of symptoms of
prolapse;
• to avert or delay the need for surgery.
The wide variety of treatments available for prolapse indicates the
lack of consensus as to the optimal treatment. Provided that suffi-
cient numbers of trials of adequate quality have been conducted,
the most reliable evidence is likely to come from the consideration
of randomised controlled trials, and this is the basis for the review.
The aim is to help identify optimal practice, and highlight where
there is a need for further research.
O B J E C T I V E S
To determine the effects of mechanical devices for pelvic organ
prolapse in women.
The following comparisons were considered:
1. anymechanical device versus control/waiting list/no active treat-
ment;
2. any mechanical device versus surgery;
3. any mechanical device versus physical interventions such as
pelvic floor muscle training;
4. any mechanical device versus a lifestyle intervention;
5. any mechanical device versus oestrogen treatment;
5. one mechanical device versus another mechanical device;
6. anymechanical device combined with oestrogen versus surgery;
7. any mechanical device combined with oestrogen versus physical
intervention;
8. any mechanical device combined with oestrogen versus a
lifestyle intervention;
9. differing frequencies of device review or device change.
M E T H O D S
Criteria for considering studies for this review
Types of studies
Randomised or quasi-randomised controlled trials inwhich at least
one arm was a mechanical device intervention for pelvic organ
prolapse.
Types of participants
Adult women seeking treatment for symptomatic pelvic organ
prolapse.
Pelvic organ prolapse included:
• anterior vaginal wall prolapse (cystocoele, urethrocoele);
• posterior vaginal wall prolapse (enterocoele, rectocoele,
perineal deficiency);
• uterine or vaginal vault prolapse.
Types of interventions
One arm of a trial would involve allocation to a mechanical device.
Comparison interventions would include no treatment, conser-
vative treatment (such as pelvic floor muscle training), surgery or
drugs.
The types of devices included:
1. pessaries for unspecified prolapse including Ring, Ring with
support, Regula, Shaatz, Doughnut, Gellhorn, Cube, Gehrung,
Hodge, Shelf, Falk and others;
2. devices including Inflatable ball and others;
3. pessaries/devices for site-specific prolapse including Urethral,
Urethral Dish, Dobbie, Introl.
Types of outcome measures
Subjective
• perceived improvement in prolapse symptoms
• acceptability/satisfaction with outcome
Objective
• grade of prolapse with device in situ
• site-specific grading of prolapse using Baden Walker or ICS
classification (Bump 1996).
Quality of life
• prolapse-specific quality of life questionnaire (eg P-QOL )
(Bump 1996), Sheffield Prolapse Symptoms Questionnaire)
• generic quality of life or health status measures (eg SF 36)
(Ware 1993)
• psychological outcome measures (eg HADS) (Zigmond
1983)
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Measures (objective or subjective) of associated symptoms
• bladder problems, including both urinary incontinence and
occult urinary incontinence and relief of voiding difficulty
• bowel problems including relief of obstructed defaecation
• sexual problems, including acceptability of device to both
partners
Complications
• ulceration, bleeding, discharge, need for removal, fistula
• dislodgement, discomfort
• urinary tract or bowel obstruction
• incontinence, occult incontinence
• incarceration
• carcinoma
• need and reasons for device removal
Economic outcomes
• costs of interventions
• resource implications of the effects of treatment
• measures of formal economic evaluations
Search methods for identification of studies
This review has drawn on the search strategy developed for the In-
continence Review Group. Relevant trials were identified from the
Group’s specialised register of controlled trials which is described
under the Incontinence Group’s details in The Cochrane Library (
For more details please see the ‘Specialized Register’ section of
the Group’s module in The Cochrane Library). The register con-
tains trials identified from MEDLINE, CINAHL, the Cochrane
Central Register of Controlled Trials (CENTRAL) and hand
searching of journals and conference proceedings. Date of the
most recent search of the Specialised Trials Register for this re-
view: 5 September 2005. The trials in the Incontinence Group
Specialised Register are also contained in CENTRAL. The terms
used to search the Incontinence Group trials register are given be-
low:
({design.cct*} OR (design.rct*})
AND
{topic.prolapse*})
(All searches were of the keywords field of Reference Manager 9.5
N, ISI ResearchSoft).
For this review extra specific searches were performed by the review
authors. These are given below. Full details including the search
strategies used are give in Appendix 1.
We did not impose any language or other restrictions on any of
the searches.
Electronic searches
• MEDLINE (January 1966 to Week 5 August 2005) was
searched on 14 September 2005 and PREMEDLINE (15
September 2005) was searched on 19 September 2005, both on
OVID
• EMBASE (January 1996 to Week 43 2005) was searched
on 25 October 2005, on OVID
• CINAHL (January 1982 to February Week 4 2003) was
searched on 13 March 2003, on OVID
• PEDro (the Physiotherapy Evidence Database) (url:
www.pedro.fhs.usyd.edu.au) produced by the Centre for
Evidence-Based Physiotherapy (CEBP), University of Sydney,
Australia was searched on 13 October 2003.
• The UK National Research Register (Issue 3, 2003)
• Controlled Clinical Trials (April 2003)
• ZETOC database of conference abstracts (April 2003)
Searching other resources
The reference lists of relevant articles were searched for other pos-
sibly relevant trials, including the Cochrane review (Hay-Smith
2001) of pelvic floor muscle training for urinary incontinence.
Data collection and analysis
Reports of all possibly eligible studies were to be assessed for their
methodological quality and relevance to the review objectives. Two
reviewers were to assess each study independently using the In-
continence Group’s assessment criteria, and come to an agreement
on whether or not to include the study. It was intended that data
extraction would be undertaken independently by at least two re-
viewers and comparisons made to ensure accuracy. Discrepancies
were to be resolved by discussion or referral to a third party.Where
trial data were not reported adequately attempts would be made
to acquire the necessary information from the trialists.
Studies were excluded if they were not randomised or quasi-ran-
domised trials for women with pelvic organ prolapse. Excluded
studies were listed with the reasons for their exclusion.
If appropriate in the future, meta-analyses will be undertaken to
combine trial data. The method of meta-analysis would depend
on the nature of the outcomes. For categorical outcomes the num-
bers reporting an outcome would be related to the numbers at
risk in each group to derive a relative risk (RR). For continuous
variables means and standard deviations would be used to derive a
weightedmean difference (WMD). As a general rule, a fixed effects
model would be used for calculations of summary estimates and
their 95% confidence intervals. Differences between trials would
be further investigated if statistically significant heterogeneity was
found at the 10% probability level using the chi-squared test or
assessment of the I-squared statistic (Higgins 2003) or appeared
obvious from visual inspection of the results. If there was no obvi-
ous reason for the heterogeneity, or it persisted despite the removal
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of outlying trials, a random effects model could have been used.
However, in the event this was not necessary.
R E S U L T S
Description of studies
See: Characteristics of excluded studies.
No studies were identified that were randomised controlled trials
of mechanical devices for women with pelvic organ prolapse. One
study onpessary usagewas excluded as it was not a randomised trial
(Sulak 1993) (see Table of Characteristics of Excluded Studies).
Risk of bias in included studies
No eligible studies identified.
Effects of interventions
No eligible studies identified.
D I S C U S S I O N
The aim was to carry out a review of the effects of mechanical
devices in pelvic organ prolapse. However, no studies were identi-
fied that were randomised controlled trials. The use of mechanical
devices has become commonplace over many years, without full
evaluation of their efficacy in comparison to other modes of treat-
ment. There is a need for trials of the effectiveness of mechanical
devices in comparison with surgery (which is more expensive and
may have additional morbidity) and in comparison with conser-
vative measures, such as pelvic floor muscle training.
There is also a need for trials which address the indication for
pessary use and the care of pessaries: at present there is no con-
sensus on the intervals between pessary changes, the treatment
of complications, the role of local oestrogens nor which pessaries
are indicated in specific types of pelvic organ prolapse. Despite
their common usage, there are wide gaps in our knowledge of the
outcome of treatment using mechanical devices, which should be
remedied with well-designed randomised controlled trials.
A U T H O R S ’ C O N C L U S I O N S
Implications for practice
No evidence from randomised controlled trials was identified on
which to base the management by mechanical devices of women
with pelvic organ prolapse.
Implications for research
There is an need for well-designed randomised controlled trials in
this area. Specifically the following comparisons should be made:
1. a mechanical device versus control/waiting list/no active treat-
ment;
2. a mechanical device versus surgery;
3. a mechanical device versus physical interventions such as pelvic
floor muscle training or lifestyle changes.
These trials should also evaluate whether there is any additional
risk/benefit from the use of local oestrogen therapy in conjunction
with a mechanical device. In addition, trials are needed to inform
the best ways to manage long term pessary use.
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C H A R A C T E R I S T I C S O F S T U D I E S
Characteristics of excluded studies [ordered by study ID]
Study Reason for exclusion
Sulak 1993 Not an RCT. Retrospective study of 101 patients fitted with a pessary. No control group. At the unspecified follow-up
period, 49% were continuing with the pessary, 4% had died, 26% had discontinued usage and had surgery, while 21%
had discontinued use without surgery
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D A T A A N D A N A L Y S E S
This review has no analyses.
A P P E N D I C E S
Appendix 1. Search methods and strategies for the extra specific searches conducted for this review
For this review extra specific searches were performed by the review authors. These are detailed below.
Electronic Databases
MEDLINE (January 1966 to Week 5 August 2005) was searched on 14 September 2005 and PREMEDLINE (15 September 2005)
was searched on 19 September 2005, both on OVID, using the following search terms:
1.prolapse/
2.uterine prolapse/
3.Rectocele/
4.(prolaps$ adj5 (pelvi$ or vagin$ or genit$ or uter$ or vault$ or apical or urethr$ or segment$ or wall$)).tw.
5.cystoc?ele$.tw.
6.rectoc?ele$.tw.
7.urethroc?ele$.tw.
8.enteroc?ele$.tw.
9.proctoc?ele$.tw.
10.sigmoidoc?ele$.tw.
11.(pelvi$ adj3 dysfunct$).tw.
12.(pelvi$ adj3 (disorder$ or relax$)).tw.
13.(vagin$ adj3 defect$).tw.
14.(urogenital adj5 prolaps$).tw.
15.(cervi$ adj5 prolaps$).tw.
16.or/1-15
This set of terms was combined with the first two parts of the Cochrane Highly Sensitive Search Strategy for randomised controlled
trials (Appendix 5b.2, Cochrane Handbook, version 4.2, March 2003) using the Boolean operator ’AND’.
EMBASE (January 1996 to Week 43 2005) was searched on 25 October 2005, on OVID, using the following search terms:
1.pelvic adj5 prolaps$.tw.
2.uterus prolapse/
3.rectocele/
4.vagina prolapse/
5.cystocele/
6.or/1-5
7.randomised controlled trial/
8.controlled study/
9.clinical study/
10.major clinical study/
11.prospective study/
12.meta analysis/
13.exp clinical trial/
14.randomisation/
15.crossover procedure/ or double blind procedure/ or parallel design/ or single blind procedure/
16.placebo/
17.latin square design/
18.exp comparative study/
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19.follow up/
20.pilot study/
21.family study/ or feasibility study/ or study/
22.placebo$.tw.
23.random$.tw.
24.(clin$ adj25 trial$).tw.
25.((singl$ or doubl$ or trebl$ or tripl$) adj25 (blind$ or mask$)).tw.
26.factorial.tw.
27.crossover.tw.
28.latin square.tw.
29.(balance$ adj2 block$).tw.
30.or/7-29
31.(nonhuman not human).sh.
32.30 not 31
33.6 and 32
CINAHL (January 1982 to February Week 4 2003) was searched on 13 March 2003, on OVID, using the following search terms:
1.exp pelvic organ prolapse/
2.genital diseases, female/
3.prolapse/
4.uterine prolapse/
5.Rectocele/
6.(prolaps$ adj5 (pelvi$ or vagin$ or genit$ or uter$ or vault$ or apical or urethr$ or segment$ or wall$)).tw.
7.cystoc?ele$.tw.
8.rectoc?ele$.tw.
9.urethroc?ele$.tw.
10.enteroc?ele$.tw.
11.proctoc?ele$.tw.
12.sigmoidoc?ele$.tw.
13.(pelvi$ adj3 dysfunct$).tw.
14.(pelvi$ adj3 (disorder$ or relax$)).tw.
15.(vagin$ adj3 defect$).tw.
16.(urogenital adj5 prolaps$).tw.
17.(cervi$ adj5 prolaps$).tw.
18.((descen$ adj2 (uter$ or genit$ or pelv$)).tw.
19.procident$.tw.
20.(vagin$ adj2 (eversion$ or evert$)).tw.
21.(hernia$ adj2 (bladder$ or cystic or vesico$)).tw.
22.(bladder$ adj2 protru$).tw.
23.(viscer$ adj2 prolap$).tw.
24.hysteropex$.tw.
25.or/1-2
26.placebo$.tw.
27.random$.tw.
28.(clin$ adj25 trial$).tw.
29.((singl$ or doubl$ or trebl$ or tripl$) adj25 (blind$ or mask$)).tw.
30.factorial.tw.
31.crossover.tw.
32.latin square.tw.
33.(balance$ adj2 block$).tw.
34.or/26-33
35.25 and 34
PEDro (the Physiotherapy Evidence Database) (url: www.pedro.fhs.usyd.edu.au) produced by the Centre for Evidence-Based Physio-
therapy (CEBP), University of Sydney, Australia was searched on 13 October 2003 using the search term “prolapse”.
9Mechanical devices for pelvic organ prolapse in women (Review)
Copyright © 2009 The Cochrane Collaboration. Published by John Wiley & Sons, Ltd.
The UK National Research Register (Issue 3, 2003), Controlled Clinical Trials (April 2003) and ZETOC database of conference
abstracts (April 2003) were searched using the search terms cystocele, urethrocele, rectocele, vault prolapse, uterine prolapse, vaginal
prolapse, pelvic organ prolapse, pelvic floor.
The reference lists of relevant articles were searched for other possibly relevant trials, including the Cochrane review (Hay-Smith 2001)
of pelvic floor muscle training for urinary incontinence.
We did not impose any language or other restrictions on any of the searches.
WH A T ’ S N E W
Last assessed as up-to-date: 25 October 2005.
Date Event Description
7 August 2008 Amended Converted to new review format.
H I S T O R Y
Protocol first published: Issue 1, 2003
Review first published: Issue 2, 2004
Date Event Description
26 January 2006 New search has been performed Minor update: 26/01/06 New studies sought but none
found: 26/10/05
25 February 2004 New citation required and conclusions have changed Review first published
C O N T R I B U T I O N S O F A U T H O R S
EJA reviewed documents and produced the final review.
SH, CM and AT contributed to writing the final review.
D E C L A R A T I O N S O F I N T E R E S T
None known
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S O U R C E S O F S U P P O R T
Internal sources
• No sources of support supplied
External sources
• Chief Scientist Office, Scottish Executive Health Department, UK.
I N D E X T E R M S
Medical Subject Headings (MeSH)
∗Pessaries; Prolapse; Rectal Prolapse [∗therapy]; Urethral Diseases [∗therapy]; Urinary Bladder Diseases [∗therapy]; Uterine Prolapse
[∗therapy]
MeSH check words
Female; Humans
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